HTR Study No.: 03-122085-1

Data Collection Form 1 Page No.. T =
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
o~ Visit Code Date Subject Initials | Supject Screen #:

%5 Study #
Qui‘ﬁ?{i::ttion 2}/%/_5 _b/ _Qz Permanent #39 03-122085-106

Gender: B/ Male 0 Female. Age: _éé&_ Years
Does the subject have any of the following at the treatment sites?
1 DERMATOLOGIC DISORDER No Yes Don't
: : Know
1.  Psoriasis ? O
2. Eczema ? 4
3, Skin Cancer 7 v
4.  Skin Allergies ? Please specify: v
5. Hives ? <
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 1232:'
1.  Allergies.? Please specify. P
2.  Hepatitis? /
3. Heart and Vascular Disease? %
‘ 4.  Liver Disease 7 i
ek 5.  Kidney Disease ?
/ —
6.  Tuberculosis ? -
7.  Diabetes? Controlled? Diet{ ] Oral{ ] Insulin| ] -
8. Cancer? S uemana® uomagu —
S. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? o
10.  Organ transplant ? _—
11.  Any other condition not listed ? Please specify: -
Is the subject taking any medication? If yes, please specify below:
IIL. MEDICATION No Yes Don’t
- Know
1. Antibiotics, oral or systemic ? -
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? o
3. Heart Medication ? _~
4, Tnsulin? _~
5. Other? bwym hespioivs ANONg. aknutum -
Comments U T ﬁ-bd CG ‘ PVQ\J ‘Qﬂthl‘h VG/
Based on the above medical history, the subject is: Z{ ualified or O Not qualified for the study.

2 llntemewers Signature: ﬁﬂ‘,{u E\/ M/\ M Date: Gm;// c;l/dd/O __3 "

Yy




Data Collection Form 2

HTR Study No.: 03-122085.
INCLUSION / EXCLUSION FORM Page No.: XL = 4
Visit Code Date Subject Initials | Sublect S"“g* : Study # -

.} mm dd

Subject ] -~ .
. Qualification (D__/&L/D_(Z) bf_/_?l/_;fl Fermanent # Lﬁ 03-122085-106
p m

INCLUSION CRITERIA

Check one
NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

2
3. Ishealthy as evidenced by responses on DCF 1 7
4.
5
6

Has bands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

. Is willing to refrain from using anti-dandruff shampoo during the entire study 7

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?

10. Is willing to refrain from using topical or systemic antibiotic medication dunng the entire study,
unless prescribed by a physician for an intercurrent illness ?

11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA

\\, A

Check one -
JYES NO N/A Subject:

1. Is currently partlcxpaimg in another clinical study at this or any other facility ?
. Has participated in any type of hand or arm wash study within the past 7 days ?
. Has cuts, lesions, or other skin disorders on their hands or wrists ?

. Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
. Has eczema or psoriasis on their hands or wrists ?

. Iscurrently pregnant? 0 ¥es O No  Of child-bearing potential: O Yes O No

Male 0 Surgically Sterile, year 0 Post-menopausal, year
— If of child bearing potential - $-HCG Test Results: 0 negative 0 positive
/’ 8. Is currently lactating ?

NARMNNE

Female | Female

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS {or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

/ 10. Has another medical condition which in the opinion of the Investigator would
/

preclude participation ?

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

/ ’ 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Based upon dermagelogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified O Not Qualified for participation in this study.

Reasons for disqualification: __ Interviewer’s Initials/Date: . Z‘: ){ _S__ 2 ’( é& Oj ‘

Invcstigator"s Signature: Q}‘I/ﬂ/ f W Date: 09 /_L__/___j_
, . y




HTR Study No.: 03-122085-1

Data Collection Form 3 Page No..JL - ¢
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bj“;ig;ﬁn # Study #
Test 07 g D Permanent #:
: 1Jo ;03 1 A 18
Period | = | ST 3G | 03122085106

I. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? @4es ONo
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Bfes [No
If no, please explain:

III. Has subject been ill since the last visit? [IYes (Complete below) #No

IV. Has subject used any new oral or topical medic;ti/on? [OYes (Complete below) HiNo

Based upon the above responses, the subject is: (dQualified ] Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED JF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? ONotrelated  [] Possibly related  [J Definitely related [ Other (explain)

Action Taken: [(INone  [J Continued onstudy [0 Withdrawn from the study [0 Consulted physician
D Medication taken (Complete below) [JHospitalized [ Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication : : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / !/
/ / [
! / /o
Comments:

R

dd vy

- Interviewer’s Signature: (797%_[797 2w PO, Date: mmgz | Go | &©F



-

Data Collection Form 4

HTR Study No.: 03-122085.
Page No.: |

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution

TestDate | SubjectInitials | Subject Screen# Study #
0120 _Q& B P | Permanents: 03-122085-106
mm_dd F. M L 24 .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10% 10° 10 10 10°
TTC 206 a3y “TITC, 1S9 s
THTC 14 14 TITC G+ 2
- o
CFU/mLA &#\© Countedby: ST / &tfen CFU/mL A\ WIS "Counted by : S/ /o
LEFT HAND WASH 1 RIGHT HAN]
10 102 10° 10 10° 102 1073
TITC TNTC  {tNTC Yz ThTe Thore The z
TMTC TATC
CFUMmL Y ,‘o‘l-\cs Counted by SP %oz, | CFUML 3.“*\05 Countedby: SP __/ &

LEFT HAND WASH 11 RIGHT HAD
107 1072 107 10* 10" 10 10°
NTL g | 13 4 TV e | 39
T (74 G2 b 1o e | 45
AT @ 8103 11T
cFumL 6B ot Countedby: & 7 3-1-03| crumL 42¥ 1S Comted by: A/ !

Calculations by: oS

Calculations Verified by:

/10
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC - Too Numerous To Count

880103

/ B-\""3 Raw datareviewed by UNB [

Investigator’s Signature:

Date:

a% 1 /9 /03

mm dd

@Wé/ﬁ’wé



Subject Inftials __ 1) 4

AB

Data Collection Form 5A

Subject# 39 = Study No. 0?;-122085-‘
Page No.” L - 532.
ADVERSE EVENTS
' symptom /Event Onset Date| End Dats S | severity Action |outeome|Refation-) - Investigat
3o ¥els | 20 | 21 |
T3lpls Sevelleds, o Aok of i Sovef T T

Date

&g
73/05 +=nk ‘SDOmo ‘\'MXM\OQ 4X an 7/5”05
'%’5 ’\Jnmﬂ;s < uﬁ@.gg.zy\@ Oigﬁh) C
SAE' Action Relation-| | ti
Symptom / Event Onset Date} End Date Y/N Severity T:kgn Outcome ship sﬁifu;gea}
: Ao abhong 3 Blo= S
Entry Comment/Note: N ‘ I

8o TMWWM WW

@"vyvuo

3 AéWULA«
I98 ek o Te. B
8D0mg = 20 vo) | Xdow Jor 10 daigsl
) SAE' . Action Relation-| Investig
Symptom IEyent OnsetDate End Date YIN . Severity Taken Outcome ship Signature
%’:g Cpmmenthote:

Note: Severity, Relationship and Outcome MUST be determmed by principal investigator.

Severity: 1=Mild 2=Moderate 3=8evere
Relationship: = 1=Definite 2=Probable 3=Possible
. Action Taken: - 1=None '2=Rx Therapy

Qutcome:

- 1=Resolved w/o

sequelae

1. . - L e

PR S U

2—Reso¥ved w/ sequelae 3=Ongoing

(descrlbe)

3=Discontinued Study

4=Unrelate
4=0ther (s}
4=Death
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Data Collection Form 6 HTR Study No.: 03-122085

FOLLOW-UP VISIT Page Nm:ﬂiﬁ?"‘
Visit Code Date Subject Initials | Subject Sc’“&’% 5 Study #
-, vonow-wp | 5104 10% | L AL Pema'“m#igq 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study: Follow-Up Visit Date:

071211 02 03, 0403

mm dd vy

mm dd vyy

-t

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

# YES O NO If yes, complete below:

Chm?Q rva’aons (Include date of onset and descnpﬁons/seventy/locauons etc.)

") At awprades on ~/ /wmm

Comments:

}

Has the subject had any health related issues since the treatment procedure?

9f YES 0O NO If yes, complete below

Comments;__. /W—&? %”7 M/&/‘f, 7"2/"0-:3
/%/@/7’/»4 T e M ek

gﬁal Itant’s Sigpature: ' ? CI;/::nte .
' / ;€
f ) - '

mm  dd vy

-



HTR Study No.: 03-122085-1

Data Colleetion Form 1 Page No..JL -
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
" Yisit Code Date Subject Initials Subj;ca‘t'zslcreen #: Study #

Subject — Permanent #:
Qualification 07 /15 103 T / /J—_‘ L’

0 03-122085-106
mm dd vy F M L

Gender: 0 Male &~ Female . Age: __('/... 3 Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Ilzgn't
: ow
1. Psoriasis ? -
2. Eczema 7 —
3. Skin Cancer ? -
4, Skin Allergies ? Please specify: —
5. Hives ? R
Does the Subject have any of the following (present and past)?
I OTHER MEDICAL INFORMATION No Yes pon't
1. Allergies.? Please specify. -
2. Hepatitis ? -
3.  Heart and Vascular Disease? —
4. Liver Disease ? —
5.  Kidney Disease ? -
6.  Tuberculosis ? -
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin| ] —
8. Cancer ? —
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 -
10.  Organ transplant ? o
11.  Any other condition not listed ? Please specify: —
Is the subject taking any medication? If yes, please specify below:
III. MEDICATION No Yes Don't
i Know
1. Antibiotics, oral or systemic ? o
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3. Heart Medication ? —
4, Insulin ? -
5. Other ? —
Comments :
Based on the above medical history, the subject is: - B@ﬁfied or [J _ Not qualified for the study.

P

vv

/
mm dd

Interviewer's Signature: 6/\/‘3/\»/\ K ; : Date: 07 ;L S
¢ M?)J VW ie



Data Collection Form 2 HIR Study No.: 03-122085-106

INCLUSION / EXCLUSION FORM

Page No.: -
Visit Code Date Subject Initials | SUDiect s;‘{,““ # Study #
. Qu?lli%]::ttion 01/15,0% | J /- /.ﬂ.. Permanent #: L\lD 03-122085-106
] mm dd yy f m
INCLUSION CRITERIA
Check one
YES NO Subject:
- 1. Is 18 through 65 years ?
-— 2. Has signed informed consent ?
— 3. Ishealthy as evidenced by responses on DCF 1 7
- 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
— 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? )
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
(/ showering, and handwashing during the entire study 7
— 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
/ liquids, tales and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?
- 9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?
_ 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness 7
o 11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one .

) YES NO NA

Subject:

1. Is currently participating in another clinical study at this or any other facility ?

. Has participated in any type of hand or arm wash study within the past 7 days ?

. Has cuts, lesions, or other skin disorders on their hands or wrists ?

Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

VSRR

Has eczema or psoriasis on their hands or wrists ?

Qlojunlsivlie

Female | Female | Male

. Is currently prcgnant ?0Yes 2No Of cmld-bearmg potential: O Yes B-Ko

“TJbal O~ Surgically Sterile, year 91 O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative O positive

8. Is currently lactating ?

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rtheumatoid arthritis ?

10. Has another medical condition which in the opinion of the Investigator would
preclude participation ?

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

INNINNE

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
ualified 0O Not Qualified for participation in this study.

Reasons for disqualification: Interviewer's Initials/Date: SLH' ; 2:15°03

Investigator's Signature:

Qﬁwpﬂ 3 : ._Qmmi&‘_//Odd/OByy




A

HTR Study No.: 03-122085-106
Page No.: bl

Data Collection Form 3

INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject S‘“}’;’) Study #
Test Permanent #:
: 071230 T/ =4
Period | —Li2 —% Eva HO| 03122085106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? E¥es (ONo
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? BYes  [ONo
If no, please explain:

1. Has subject been ill since the last visit? JYes (Complete below) 2o
IV. Has subject used any new oral or topical medication? [IYes (Complete below) E¥o

Based upon the above responses, the subject is: &Qualified [ Not Qualified to continue on the study.
Reasons for disqualification:

TQO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [INotrelated ~ [J Possibly related [ Definitely related [J Other (explain)

Action Taken: ONone  [J Continued onstudy [ Withdrawn from the study [ Consulted physician
O Medication taken (Complete below) (Hospitalized [ Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication - : Start Date Stop Date Indication
§
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
[ /7
/] /o
[ /]
Comments:

p24

., ‘. ' . Dae:  O7 | A>3 | O
Interviewer’s Signature: ﬁ);eér }77' CGM\H/) — - -
@} : :




HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
Pt CFU/mL of Sampling Solution
TestDate | Subject Initials | Subject S’“E“l# Study #
0723 /05 3/ =/ H |FPermanent#: 03-122085-106
mm dd ¥ M L 40
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10° 10° 10° 10 10° 10
INTC. 122 14 _ TNTC YR I’/
NTC | T2 | 31— NI [ Too—T 17
CFUML 20X 107 Counted by : _JINB /725 (3 CFUImL £:2X 10 Counted by : _JINDY 07 2503
LEFT HAND WASH 1 RIGHT HAND
10 10? 107 10° 107 107 10
TNTC TINTC | TNTC /63’/ TNIC INIC | L 1g
TNTC TNe | NG [7277 | TINTC INTC [ T572-119
TNTC INTC -
CFUmL 3:2X 0% Comntedby: INB 072503 crumL £3¥ /07 Countedby: JNB 72503
]

LEFT HAND WASH 11 RIGHT HAND
107 107 10°® 10* 10 - 10 102 10
TNTC INIC | [Ble—| |5 TNTC ™NIC | 5| b
TNTC INTe. | 131 | 171 TNTC W™NTC |5 7L—1 |\
TNTO -~ INTC
CRUMmL [- Y Y Coutedby: INB V72503 ey 4 ¥ ¥ /07 Comtedby: IN® /012503
Ve

Calculations by: Raw data reviewed by QM [ 71.a3
Calculations Verified byi ’\"N;% 1012903

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for caleulation of CFU/MmL

TNTC ~ Too Numerous To Count

Investigator’s Signature: /% ; Date: ? / i ) & ?)
c » // mm  dd vy




Data Collection Form 6

HTR Study No.:

03-122085-106

FOLLOW-UP VISIT Page No. JL — H%ﬂ
Visit Code Date Subject Initials | Subject Screen f: Study #
i Follow-up QZ/___Z% 10D ) T /=  H |FPermanent#: ¢ ] ]
: Visit mm dd vy ML () | 03-122085-106
Date Subject Entered the Study: Follow-Up Visit Date:
07,1503 07,2303
modd vy mm dd  yy

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

O YES ﬁ NO If yes, complete below:

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Has the subject had any health related issues since the treatment procedure?

0O YES F NO If yes, complete below

Comments:

Medical Consultant’s Signature: Date
é' - % ' 7 /=2 g, | O3
~ Jr N » }}0{/ YL mm Ay




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.: E:ﬂu/
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
~ Visit Code Date Subject Initials | SUPIeESereen #: Study #
Subject — tH:
Qualification 07,210 3 L /= N | Rermanents 4| | 0siz2085-106
mm dd F M L
Gender: 0O Male E{ Female . Age: _5i__Years
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes Don't
. / Know
1. Psoriasis ? 0
2.  Eczema? V4 /
3. Skin Cancer ? V4 ’
4.  Skin Allergies 7 Please specify: 4
5.  Hives? \/
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No ‘Y;s 1121(;2:'
1.  Allergies.? Please specify. €nyironments| P V4
2.  Hepatitis? v,
3.  Heart and Vascular Disease? v .
- 4, Liver Disease ? ‘/
) 5.  Kidney Disease ? v,
6.  Tuberculosis ? \/ f
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin| ] V4 P
8. Cancer ? \//
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v/
10.  Organ transplant ? 4 P
11.  Any other condition not listed 7 Please specify: YT ‘/
Is the subject taking any medication? Ifyes, please specify below:
IIL MEDICATION No, | Yes Don't
1.  Antibiotics, oral or systemic 7' Vv,
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v ,
3. Heart Medication ? V4
4, TInsulin? v P
5. Oter? Vivelle, 0.05 potcih WET v
T ]
Comments: -
Based on the above medical h1story, the subJect is: uahﬁed or O Not qualified for the study.
‘ Interviewer's Slgna Date: 0 7 / 2/ / 08
mm dd vy




Data Collection Form 2

HTR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM Page No.: XL — Qﬂi
Visit Code Date Subject Initials S“b"“‘g‘%"“ # Study #
Qui?i?::ttion 07.21,0 L_;— N |Permanent#: 1,[, 03-122085-106
i mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES, NO Subject:

1.

Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

2
3
4.
5
6

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,

showering, and handwashing during the entire study ?

~)

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent iliness ?

ANANINY \\\\\\

. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a

physician for an intercurrent illness ?

10.

Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

yA
v 11, Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one -.

)} YES NO NA Subject:

Is currently participating in another clinical study at this or any other facility 7

L
v,

. Has participated in any type of hand or arm wash study within the past 7 days ?

v,

. Has cuts, lesions, or other skin disorders on their hands or wrists ?

. Has artificial nails or nail tips?

VA

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7

v
4

Sgifvjftald W

. Has eczema or psoriasis on their })ﬁ\ds or wrists 7

Female F?K ‘Male
4

. Is currently pregnant ?Yes ¥ No  Of child-begring potential: 0 Yes M No

Surgically Sterile, year , 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative O positive

. Is currently lactating ?

v
/ 9.

Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or theumatoid arthritis ?

10.

Has another medical condition which in the opinion of the Investigator would
preclude participation ?

11,

Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

/
Y

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

" o Qualified
- Reasons for disqualification:

Based upon dmg(ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:

0 Not Qualified for participation in this study.

Interviewer’s Initials/Date; J—NB 7 /07'2! 03

Investigator's Signature:

pruf 6 (}: Date: Om‘?/ /'0(1(1/03}’y




HTR Study No.: 03-122085-106

3

Data Collection Form 3 Page No.:M
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials Subject Screen #:

Study #

Test — Permanent #: @
poet | 07 ad | Ly 1A mane /\/ﬁ(L

03-122085-106

mm dd vy F M L

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, 'and other skin disorders? Bfes [INo
If no, please indicate condition:

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B?2¥es  [INo
If no, please explain:

TI. Has subject been ill since the last visit? (JYes (Complete below) & No
IV. Has subject used any new oral or topical medication? [JYes (Complete below) s
Based upon the above responses, the subject is: Béuah‘fied U Not Qualified to continue on the study.

Reasons for disqualification: ‘__ma‘_m[l%(d: @ M%M!ﬁ&&yﬂb
‘ oM /50 |03 gf

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [INotrelated = [JPossibly related [0 Definitely related [] Other (explain)

Action Taken: (ONone  [] Continued onstudy [0 Withdrawn from the study I Consulted physician
0O Medication taken (Complete below) [JHospitalized [ Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication : : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / / /
/ / / /
/ / / /
Comments:

~

Interviewer’s Signature: % lba/~ (m, Lo teflamo Date: m(i‘?/ gddé" / ay;i




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. T - 44
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM :
Visit Code Date Subject Initials | Supiect Screen #: Study #
Test 07 L - Permanent#: .
; IJo) ©3 /= 1A
Period o vy R Ve 4 / 03-122085-106

I Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? @fes (INo
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? ®¥¥es  [INo
If no, please explain:

1. Has subject been ill since the last visit? OYes (Complete below) “'No
IV. Has subject used any new oral or topical medication? O0Yes (Complete below) m

Based upon the above responses, the subject is: E@ﬁﬁed 0 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [Not related I Possibly related (] Definitely related [J Other (explain)

Action Taken: ONone  [I Continued onstudy 03 Withdrawn from the study 1 Consulted physician
D Medication taken (Complete below) [JHospitalized {1 Other (explain)

Additional Comments;
CONCOMITANT MEDICATION
Medication : : Start Date Stop Date Indication
t:
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / / /
/ / / /
/ / / /
Comments:

- Interviewer’s Signature: %%% (o cifupm Date: @7 /| Jo | 23

mm dd vy




HTR Study No.; 03-122085-106

Data Collection Form 4 Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
o~ CFU/mL of Sampling Solution
Test Date Subject Initials Subject Screen # Study #
01/2003| L/ —; N |Fermanent# 03-122085-106
mm dd  yy F. M L 4—‘ :
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10 10¢ 10* 10° 106
T 165 19 Tt 158 |3
TTC g (5 THTC 3 LA
7
CFUMLAMYMS' Counted by : SP_/ §/yos CFU/mL \B¥\S Countedby : __S®_/ #fo7
LEFT HAND WASH 1 RIGHT HAND
10! 10° 10° 1046??" ° 10" 10 10° 10*
THTT +TC HE 4 1€ TOTT TIOTT S o>
T wie | SL 5 TTC TNTC, 23 13
T TG
CFU/mL__5_____.°}_\‘3l Counted by : N\ VLY CFU/ng__,_P_tgi{_ Counted by : SP 6’/:/@’5_

LEFT HAND WASH 11 RIGHT HAND
107 107 10°? 10* 10" 10?2 102 10

TN L T o 24( loF B c

TP i | 5 8 189 onl G ©
TTC (3G

CFUmL BN ¥ = Counted by : (\) IR A CFUmL &9 ¥ \Q.s Counted by : S ? L 37{/ 0D
Calculations by: ©~% [\ Raw data reviewed by INB , 08:01-03
Calculations Verified by: ___£4S [ _$§-1~03

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC - Too Numerous To Count

% LA= Lab Accident S¢ 8/1/03

Investigator’s Signature;

Date:

o8 ; g, 0

mm dd

¥y

@Mﬂ%




Visit Code Date Subject Initials Subject S“"’j‘s#‘g' Study #
A Follow-up ﬁ/ 04 192 L~ i j\/ Permanent #: // / 03-122085-106
Visit mm dd vy F M L

Data Collection Form 6 HTR Stady No.: 03-122085-106

FOLLOW-UP VISIT Page No.: l [ - ‘7“'{6.

. Date Subject Entered the Study: Follow-Up Visit Date:
07, 2(,0% 08, 0% 032
Yy

mm dd vy

mm dd

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

0 YES NO If yes, complete below:

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Has the subject had any health related issues sioce the treatment procedure?

0 YES %NO If yes, complete below

Comments:

Medical Consujtant’s Signature: Date

™~ ‘g/ ¥, 03
dd

oy

- V&MV WM@ mm yy



HTR Study No.: 03-122085-106
Data Collection Form 1

) Page No.. I —~
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
Ny Visit Code Date Subject Initials | Subject Screen #:

Q7 ? Study #

Subject . -
Qua‘llifilce:tion X /—&L/-Q?D %—’%’_%. Pemanent#'él Z 03-122085-106

mm dd
Gender: O Male & Female . Age: ____I\S__L/___ Years
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes Ilzgn't
: ow
1. Psoriasis ? . :
2.  Eczema? -
3. Skin Cancer ? —
4, Skin Allergies ? Please specify: —
5. Hives 7 ~
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No "Yes I]zfxz‘vt
1. Allergies.? Please specify. —
2.  Hepatitis ? —
3. Heart and Vascular Disease? o
4, Liver Disease ? —
5.  Kidoey Disease ? -
6.  Tuberculosis ? s
7.  Diabetes? Controlled? Diet{ ] Oral[ ] Insulin[ ] —
8. Cancer ? _—
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, efc.) ? _—
10.  Organ transplant ? -
11.  Any other condition not listed ? Please specify: -
Is the subject taking any medication? Ifyes, please specify below:
III. MEDICATION No Yes Don't
‘ Know
1. Antibiotics, oral or systemic ?
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3.  Heart Medication ? —
4., Insulin? -
5.  Other? —
Comments:.
Based on the above medscal history, the subject is: uahfied or [J Not qualified _for the study.
Intemewer s Signature: Date: _ O 7/ > / ;O3
/(‘M / mm dd Yy



Data Collection Form 2

HITR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: YL =447

- . " Subject Screen #:
Visit Code Date Subject Initials a Study # °
29

b . ‘
— Qualification b:l_/.&b__?) _%_/_mﬁ/.lﬁ Permanent #: L,lﬁ 03-122085-106

mm dd
INCLUSION CRITERIA
Check one
YES NO Subject:
e 1. Is 18 through 65 years ?
1 . Has signed informed consent ?
«_— . Is healthy as evidenced by responses on DCF 1 7

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

»
anlalpliwiB

SN

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

OO_\I

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?

10. Is willing to refrain from using topical or systemic antibjotic medication durxng the entire study,
unless prescribed by a physician for an intercurrent illness ?

11, Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA

\

- Check one -
A~ IYES NO NA Subject:

1. Is currently participating in another clinical study at this or any other facility ?
. Has participated in any type of hand or arm wash study within the past 7 days ?
. Has cuts, lesions, or other skin disorders on their hands or wrists ?

. Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
. Has eczema or psoriasis on their hands or wrists ?

. Is currently pregnant 70 Yes 4 No  Of child-bearing potential: 1 Yes [No

g Surgically Sterile, year _| Q9 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [ negative [ positive
8. Is currently lactating ?

IR K B B

Female Male

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

10. Has another medical condition which in the opinion of the Investigator would
preclude participation ?

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden relatcd care roles.

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

VNS NN

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified [ Not Qualified for participation in this study.

Reasons for disqualification: Interviewer’s Initials/Date: 5{& / 7/& l/ 0:5 "

Invesﬁgamf's Signature: ' Qum / ﬁiﬂm’\ Date: Gmg/ / Odd/ O3yy

~




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:.JL - 4 “!
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | SoCIect SZ“";“ # Study #
Fannl Test o7/ Jeo ;&3 Rk 18 Permanent #:
Period | o--ir— | 3 K—M 3 412 03-122085-106
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? &¥es DNo
If no, please indicate condition:
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Bfes ONo
If no, please explain:
T. Has subject been ill since the last visit? [1Y¥es (Complete below) B/No
IV. Has subject used any new oral or topical medication? (JYes (Complete below)%
Based upon the above responses, the subject is:«B(fualiﬁed {J Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
o Was reaction related to treatment? [INot related [ Possibly related [ Definitely related [J Other (explain)
Action Taken: ONone [0 Continued onstudy [0 Withdrawn from the study [0 Consulted physician
0 Medication taken (Complete below) [JHospitalized = [ Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication . ; Start Date Stop Date Indication
(Oral or Systemic) Total DailyDose | & /dd/yy | mm/dd/yy (Reason for Taking)
[ /7
A A
/o !/
Comments:

e ) Date: @7 [ Fo | ©Z
Interviewer’s Signature: Cmuﬁ,ﬁﬂq. CaciBonm— po— id Ty




HTR Study No.; 03-122085-106

Data Collection Form 4 Page No.:

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

CFU/mL of Sampuug Solution

TestDate | Subject Initials | SuPiect Sg_“f}‘; Study #
01/2003 _&/_K/_& Permanent #: 03-122085-106
mm dd vy F M L .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 | 10% 10° 10* 10 10
131 '&5@@? LA ¥* TR ThTC [ (AN 2%
Clzgspd LA +# I TIOTC. 1S9 g
CFU/mIL e Counted by : _ ST/ ©/1fo CFUL\¥vo ' Counted by :_SP / 2/} (o2
Va7 s Vvo3
LEFT HAND 2hlsy WASH1 RIGHT HAND
10 102 1079 10* 10 102 107 10
ST T, &'2_ 3 e ThoTC. <O 7
TTC Tt 56 C TIT taTC Y 7+
vt wtrC
CFU/mL 5 S+ \Q\‘ Counted by : SP | §/sn CFUMmL 6, O+ o Counted by : IS (¢ ;| & / l/ 63
LEFT HAND WASH 11 RIGHT HAND
10" 102 10° 10* 107 ® 10* 10? 10*
ANTL 1pg 10 | a1/ A21 | |& 3
Tiie B | N r TN Re%| gd |
TNTL Tt
CRUmL AL xAvo ! Countedby: (B / 8-1-03) crumL2M ¥ ! coumtedty: 2 / _€-1-03

Calculations by: S

[B:\.=3  Raw datareviewed by

Calculations Verified by:
*10-! dilution is the sum of 1.0 mL spread across 3 plates.

[ Fl-03

“us

8-1-63

 @®Pid ot eofimatid due 0 cowntibiliby of placs. &

S
Underlined values are used for calculation of CFU/mL G® LA = Lo Aecns 2l &//03 C&h“ e ’g:”;;:
TNTC - Too Numerous To Count ESPc: Esi-mxhc) Staudard Plak cog(\;l’ o
55l
Investigator’s Signature: ’ Date: 2’ / / 4 /03
W -~ mm dd vy



Data Collection Form 5A

Subject Initials R /< B

Subject# /= Study No.  03-122085-108
Page No. JL- 4506
ADVERSE EVENTS
' SAE" Action Relation-]  Investigat
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome es;i: " Si;::fu’rgejD?te

WNopcaloa 592N | | |

A i

L 1] Y
%';tg Commen’dNote:~¥» P/\) j Y @md'als
GUDB  Onp , 2 EXEY 552

s

)

7?/01 éjwf aZ;zu;/ ) /ném//f}}txq';/,o coded/

. SAE' . Action Relation-|  Investigator ‘
Symptom / Event Onset Date| End Date | 'y, |Severity| yapen [OUtOMe} ohip | Signature/Date
Entry . .
Date Comment/Note: Initials
: SAE' . Action Relation-| Investigator |
Symptom / E\!ent Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date

Entry .
Date Comment/Note:

Initials

Note: Severity, Relationship and Qutcome MUST be determined by principal investigator.

Severity: 1=Mild
Relationship:  1=Definite
Action Taken: 1=None

Outcoie: 1=Resolved wlo
sequelae

‘serious Adverse Event/Experience

2=Moderate 3=Severe
2=Probable 3=Possible
2=Rx Therapy - 3=Discontinued Study

2=Resolved w/ sequelae  3=Ongoing

(describe)

4=Unrelated
4=0ther (specify)
4=Death '



Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT PageNo. JL— H5 |
Visit Code Date Subject Initials Subject Smeé% Study #
i Follow-up 03/ 04 10% IQJ /{ / B Permanent #: . ~
low- e s T A | 03122085106
Date Subject Entered the Study Follow-Up isit Date:
07,21 0% /0?
mm dd vy mm dd

that may be indicative of a skin infection?
G[YES 0 NO If yes, complete below:

Clinical Observations: (Include date of onset descnpuons/seventy/locanons, etc.)

O p 4;2_// Spralle on  vepih  awegd
Doyact= §-4-0> 7

Does the subject’s hands have the presence of pimples, blisters, or raised jtching bumps surrounded by erythema and/or edema

Comments:

Has the subject had any health related issues since the treatment procedure?

0 YES yNO If yes, complete below

H

Comments:

Con ultant’s Signature: ' ;)}te 5
: 5 1 &
Cd’ W/4e T d
/




L Visit Code Date Subject Initials | SuPject Screen #:

HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..JC -452

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

Study #

Subject 5 -
Qualification QZ/ / 5/ 0 C{: / MZ /CL . rmanen

03-122085-106
mm dd vy 5

Gender: O Male [\Z/ Female . Age: @ J’_____ Years
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes Don't
. 2 Know
1. Psoriasis ? v , -
2. Eczema ? \/ g
3. Skin Cancer ? \/ )
4, Skin Allergies ? Please specify: \ / J
5.  Hives? \/
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No “Yes poot
1. Allergies.? Please specify. ‘ \//
2.  Hepatitis ? vV /
3.  Heart and Vascular Disease? / y
4.  Liver Disease ? V' /
5. Kidney Disease 7 l/ /
6. Tuberculosis ? P
7.  Diabetes? Controlled? Diet[ ] Oral{ ] Insulin[ ] GINB / P
8 Camcer? Carcer (presst) in yemsuow sice 149 VT2, | V
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? A
10.  Organ transplant ? v~
11.  Any other condition not listed ? Please specify: P2 |elow-EX v
Is the subject taking any medication? Ifyes, please specify below: '
L. MEDICATION No Yes Don't
. Z Know
1.  Antibiotics, oral or systemic ? ‘/ i .
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? Vs
3.  Heart Medication ? \/ /
4, Insulin ? /
5. Other? Biists (pDma | x dow_oSteoporsic preveshinn ¥ ¥ v
Comments: Colctum ¥ Vitamins | xaa'j
Based on the above medical history, the subject is: Qualified or [ Not qualified for the study.
Interviewer's Signature; ‘ Date: & 7 1 /O 0 3
mm dd yy

U



Data Collection Form 2

HTR Study No.: 03-122085-1
INCLUSION / EXCLUSION FORM Page No.: JI:_H%
Visit Code Date Subject Initials S“"je‘? %“ # Study #
~ Qualifisstion %’%/_%yj J;-_/.%./_lfz Fermanent #: Y2 | oizzossaos
INCLUSION CRITERIA
Check one
YES / NO Subject:
/ / 1. Is 18 through 65 years
'/ 2. Has signed informed consent ?

/ y 3. Is healthy as evidenced by responses on DCF 1 7

/ / 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

\/ / 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

/ 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,

/ showering, and handwashing during the entire study ?
‘/ 7. 1s willing to refrain from using anti-dandruff shampoo during the entire study ?
/ 8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a

y physician for an intercurrent illness ?

M 9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
i physician for an intercurrent illness ?

/ 10. Is willing to refrain from using topical or systemic antibiotic medication dunng the entire study,
pd unless prescribed by a physician for an intercurrent illness ?

‘/ 11, TIs willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA
- Check one ..
#™}) YES NO, N/A Subject:

1. Is currently participating in another clinical study at this or any other facility ?

a4
-

. Has participated in any type of hand or arm wash study within the past 7 days ?

. Has cuts, lesions, or other skin disorders on their hands or wrists 7

. Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

Has eczema or psoriasis on their hgads or wrists ?

.\I_O\(AJXUJN

Female | Female .| Male

Is currently pregnant ? 0 Yes Y2’ No  Of child-bearing potgntial: 0 Yes @ No

O Surgically Sterile, year Post-menopausal, year % ! qq 5
If of child bearing potential - B-HCG Test Results: O negative [0 positive () TNB 07 I15:03

8. Is currently lactating ?

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

10. Has another medical condition which in the opinion of the Investigator would
preclude participation ?

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

[

Based upon d:l?écologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified O Not Qualified for participation in this study.

Reasons for disqualification: _ ) Interviewer’s Initials/Dabé: ﬁNﬁ / 07 | 50 3 )

Investigator's Signature:

. — =
@l{/\u/’ 6 - Date: Gmg/ /Odd/» 5yy




Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM

HTR Study No.: 03-122085-

T 45

Page No.:

Visit Code

Date

Subject Initials

Subject Screen #:

[P0

Study #

i Test

Period

07 123063

T,L,¢c

mm dd vy

F M L

Permanent #: L;- 5

03-122085-106

-

1. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? T¥%s [INo
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Bfes [No

If no, please explain:

. Has subject been ill since the last visit? [JYes (Complete below)

@Ro

IV. Has subject used any new oral or topical medication? [JYes (Complete below) [3(

Based upon the above responses, the subject is: B’&laliﬁed {J Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset:

Describe condition:

Date Reported:

Date Resolved:

‘Was reaction related to treatment? [INot related [ Possibly related  [J Definitely related [ Other (explain)

Action Taken: [INone

Additional Comments:

[0 Continued on study

00 Withdrawn from the study
D Medication taken (Complete below) [[Hospitalized

[J Consulted physician
{J Other (explain)

CONCOMITANT MEDICATION

Medication
(Oral or Systemic)

Total Daily Dose

Start Date
mm/dd/yy

Stop Date
mm/dd/yy

Indication
(Reason for Taking)

Comments:

- Interviewer’s Siéame: in’”_ £¢ ‘L&’VV‘;

Date:

07 /1 23

o3

mm dd

¥y




Data Collection Form 4

HTR Study No.: 03-122085-106

Page No.: -
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
Test Date Subject Initials Subject Scraeegt Study #
07:/23,03 | J ;L /(. |Permanent#: 03-122085-106
mm dd  yy F. M L
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10 10 10 10
TwTC £33 14 TNTC 4 22z
TNTC /4¢ ) TAITE / 9/4/ 9
CFUAIL L 5X 1 Counted by : G /72503 CFUAL £ £X/0 7 Counted by : __ o8 /7.95.63

Calculations by: To 7366 §
Calculations Verified by: 1012905

SNEB

Raw data reviewed by d(b ; 6.1.93

*10-! dilution is the sum of 1.0 mL spread across 3 plates.

Underlined values are used for calculation of CFU/mL
TNTC —-Too Numerous To Count

Date: f

mm

4
dd

Yy

; 03

Investigator’s Signatur% 2 ]

LEFT HAND WASH 1 RIGHT HAND
10! 10° 10° 10 10" 10? 10 10
TNTC e | /P29 1 22— TNTC TAT| 2T 7
TNTZ Tinrel 7790 /9 TNTC Wl 7291 )
TNTC - - TTC =
CFU/mL &1 X IQ( Counted by : c&_ /7:25¢3, | CFUMmL LR X mf Countedby: O /79903
LEFT HAND WASH 11 RIGHT HAND
107! 107 107 10* 10 10?2 107 10
TNTC TN /68 t— |4 TN TANTT 22T /3
Tute | 7] T30 29 TNTC wre | 97 1 R
TNITCT _ T
CFU/MmL _{- 2 X (O® Counted by : %} [7:25:Q3 | CFU/mL %Jounted by: Q;& (712503
@ 7 72603




Subject Initials \./ Lo

Data Collection Form 5A

Subject # ! é _

sequelae

lserious Adverse Event/Experience

2=Resolved w/ sequelae 3=Ongoing

(describe)

4=Death

Study No.  03-122085-106
o~ Page No. JIL-— 450
; ’ ]
ADVERSE EVENTS
' SAE Action Relation- Investigator
~Symptom / Event Onset Date| End Date Y/N Severity Taken Outcome ship Signature/Date
%, . yy |
: 7"55‘03 /703 N ‘ \ 1 L;\F £ %‘
Entry [ ; )’QJ\. ;
Date Comment/Note% I Avp ;@; D‘LW é"\fj\ B Hitiald
v /I = 20
280> [ fbree M Mw&é “e7) And'ats
ﬂ»v»/ M&M& ' :‘glf a
V)03 | Hamaln + Cumand Llios -np omenen brgu s _std) aéég
: A SAE' . Actiém . Relaﬂon-‘ . Investigator '
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome ship SignaturelDate‘\
%’g{g Comment/Note: Initials
‘ }
: SAE? .1 Action ' Relation-] Investigator
Symptom / Event Onset Date| End Date YIN Severity Taken |{OQutcome ship Signature/Date
%’:{: Comment/Note: Initials
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
Yp g
Severity: 1=Mild 2=Moderate 3=Severe
Relationship:  1=Definite 2=Probable 3=Possible 4=Unrelated
Action Taken:  1=None - 2=Rx Therapy S—Dlscontmued Study 4=0ther (specify)
) Outcome: 1=Resolved w/o



Data Collection Form 6 HTR Study No.: 03-122085-

S,

FOLLOW-UP VISIT Page No. JL = 45"
Visit Code Date Subject Initials Subject Screen #: Study #
, Foowup | 07/ 2% /0D | T/ L) Q0 |Permanentt | "
Visit mm dd_yy F M L -122085-106
Date Subject Entered the Study: Follow-Up Visit Date:
07:12:0% 07, 23 03
mm dd  yy mm  dd  yy
Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema

that may be indicative of a skin infection?
P YES 0O NO

Cliniﬁ’o ervations: (Include datmuons/seventyﬂocauons, etc.)
S Anee. a// 21 -
L act o)/ 7/-27073

If yes, complete below:

aw/ %fiam

Comments:

Has the subject had any health related issues since the treatment procedure?

O YES FNO

Comments:

Ifyes, complete below

Medicak Consulfant’s Signature: ' Date
% J 12803
= g ern ) f/‘@ mm  dd vy
‘ v -



)

HTR Study No.: 03-122085-1

Data Collection Form 1

™Y LAY A MTTTVLO/MTMDIRA LA MY NTes
DEMOG CS/DE A7 MATATRY SN A T HYTDY b4

RMATOLOGICAL/MEDICAL BISTORY FORM

Page No.:z_:

£ > } Visit Code Date Subject Initials SUbJect Screen #:

/132

Study #

mmdd F M L

Subject > e
Qualification 01/15/0 3 B / A ;| & ermanen L’ .L{

03-122085-106

Gender: 0 Male @/Female .

ge: 2. 1 Years

boes the subject have any of the following at the treatment sites?

I DERMATOLOGIC DISORDER No Yes Don’t
) / Know
1. Psoriasis ? //
2.  Eczema? V/
3. Skin Cancer ? l/ /
4.  Skin Allergies ? Please specify: Vv,
5.  Hives? 1/
Does the Subject have any of the following (present and past)?
IL OTHER MEDICAL INFORMATION No Yes Don't
yd Know
1. Allergies.? Please specify. €nyViran mem+-a( P )
2. Hepatitis ? v ,
3.  Heart and Vascular Disease? v/
4,  Liver Disease ? vV
5. Kidney Disease ? / )
6.  Tuberculosis ? / /
7.  Diabetes? Controlled? Diet| ] Oral[ ] Insulin{ ] v,
8.  Cancer? v’ )
9, Auto-immune disease (Lupus erythematosus, thyroiditis, ATDS, etc.) ? v s
10.  Organ transplant ? L, "/
11.  Any other condition not listed ? Please specify: V4
Is the subject taking any medication? H yes, please specify below:
Don't
1. MEDICA.TION No/ Yes Know
1.  Antibiotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? l/ P
3.  Heart Medication ? ‘/ /
4. Insulin? . / P
5,  Other? i
Comments£
V4
Based on the above medical history, the subject is: E/uahﬁed or Not qualified _for the study.

Interv1ewers ngna@/m M

‘Date:‘O——] /)6 /03
mm dd yy




Data Collection Form 2

HTR Study No.: 03-122085,
INCLUSION / EXCLUSION FORM

Page No.: 1L ~ [

Visit Code

Subject Screen #:

/32

Date Subject Initials

Study #

Subject
. Qualification

01/15,03 | B/AIC

mm dd vy f m 1

03-122085-106

Permanent #: ’ ' !

INCLUSION CRITERIA

Check one
YES / NO

Subject:

L

Is 18 through 65 years ?

)
v/

. Has signed informed consent ?

V.

. Ishealthy as evidenced by responses on DCF 1 ?

l//’

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

- Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

alwnlis]|lwlw

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,

showering, and handwashing during the entire study ?

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

OO'\I

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a

physician for an intercurrent illness ?

NNNRK

10.

Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

V4

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one ...
) YES

NO / N/A Subject:

P

L

Is currently participating in another clinical study at this or any other facility ?

W

. Has participated in any type of hand or arm wash study within the past 7 days ?

»

. Has cuts, lesions, or other skin disorders on their hands or wrists 7

N

N
AVAAUNAN

Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7

/

Has eczema or psoriasis on their hgz(ds or wrists ?

/

Female

‘Male

. Is currently pregnant 20 Yes @ No

Of child-bearing potential: ' Yes O No
00 Surgically Sterile, year [0 Post-menopausal, year

. Is currently lactating ?

If of child bearing potential - B-HCG Test Results: [¥ negative [ positive w
i

SRR

. Has been medically diagnosed as having a medical condition such as: diabetes,

hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

|~

10.

Has another medical condition which in the opinion of the Investigator would
prechude participation ?

>

11.

Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

<

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

1L

Based upon dengltologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" i Qualified

- Reasons for disqualification:

O Not Qualified for participation in this study.

}
e

Investigator's Signature:

pate: 8 1410 1 O3
mm e}

d

Interviewer’s Initials/Date: JNB O—]LSO\B
) B

o




HTR Study No.: 03-122085-1

Data Collection Form 3 Page No.. L -
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“”’;‘é%":“” # Study #
P Test

03-122085-106

. 07:132% 103 b/ A/ G |Permanenti:
Period T T HL‘,

1. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, 'and other skin disorders? BYes ONo
If no, please indicate condition:

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? BYes [No
If no, please explain:

IT. Has subject been ill since the last visit? OYes (Complete below) Ro
IV. Has subject used any new oral or topical medication? [(JYes (Complete below) EB(

Based upon the above responses, the subject is: %aliﬁed (J Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? (INot related ~ [] Possibly related  [J Definitely related [ Other (explain)

Action Taken: [(JNone (] Continued onstudy  [] Withdrawn from the study = [J Consulted physician

O Medication taken (Complete below) [JHospitalized  [] Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication : : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / / /
! / / /
/ / / /
Comments:

' : a3
- Interviewer’s Signature: V4 . Date: _ 07 | 03
' Monaes mm dd yy




HTR Study No.: 03-122085-
Page No.: g - Hé

Data Collection Form 4
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
TestDate | Subject Initials | Subject Screen# Study #
152
07:23,03 | B/ A, (5 |Permanents: 03-122085-106
mm dd yy F. M L 4‘4
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10° 10 10 10°
T Y 1 MTT ba — 19
-
TTC 56— | 15 ML 138 li
7 -
CFU/mL[.3X/0 " Countedby: G# | 705 a3 CFU/mL L4 X /0 7 Cofited by: QK2 7.25.25

LEFT HAND WASH 1 RIGHT HANL

10t 107 10° 10 10! 10? 10° 1

Tz m | 38— 9 TRTZ AL _| 79 | 3

L9178 | TRet ! ThyT nw | Tez | g
TRIL I -

CFUmL A3 X/1D2 Countedby: A& 7.2523 | crumt QA XD T coumtedty: (AL 1 7.2¢

LEFT HAND WASH 11 RIGHT HAN
107! 102 10° 10* 10t 102 10% ]
T we | 72721 7 ThTL e | Je— %
7T e | g4+ 4 Iz e |"¢1—| =
T L% ' "
crumL &.0 ¥ 10 4 Counted by : (M) /7-26:93 | CFU/MmL{ £X /] 4 Countedby : (4 | 7-2
Calculations by: 70 /7b-D%  Raw data reviewed by —JNB 10%-0103
Calculations Verified by: 1077:29-03

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC — Too Numerous To Count

Investigator’s Signature:

W 19>
dd vy

/4 2{&' %/ - Date: gmm



2 3,
'}

D

Data Collection Form SA

sequelae (describe)

*serious Adverse Event/Experience )

Subject Initials __|/3A( subject# Y4 Study No.  03-122085-1
Page No.. JIC— 42
ADVERSE EVENTS
' SAE" Action Relation-]  Investigats
Symptom / Event O;set;bate i;d Date Y/N Severity Taken Outcome ship Signature/D
R4 =
75 T\ [ | 410 [ | 9e) BT
Ent : ) . —
ara_[commentiNee: 1) (1100 N B EmBiapns dgem 200 2ol Argrmtn, |4
A Fhon Sl e
Kol i
~ G
7/8/03 . Abnls Fzak)
/ + .
: SAE’ . Action Relation-' Investigat
Symptom / Event Onset Date End Date YIN Severity Taken Qutcome ship Signature/t
N y
ol Ko O Zra 5/ o5 P
%r;tg Comment/Note: . 4 v Ini
V> M«?/ &h%e £ LN, cg%
7425
)
; SAE' . Action Relation-] Investiga
Symptom /.Event Onset Date} End Date YIN Severity Taken Outcome ship Signature/
%r;‘ttrg JComment/Note: Ir
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
Severity: 1=Mild 2=Moderate 3=Severe
Relationship:  1=Definite 2=Probable 3=Possible _ 4=Unrelated
Action Taken: 1=None ‘ 2=Rx Therapy - 3=Discontinued Study 4=0Other (spe
'} Outcome: 1=Resolved w/o 2=Resolved w/ sequelae 3=Ongoing 4=Death



